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§438.230 Subcontractual relationships
and delegation.

(a) General rule. The State must en-
sure, through its contracts, that each
MCO, PIHP, and PAHP—

(1) Oversees and is accountable for
any functions and responsibilities that
it delegates to any subcontractor; and

(2) Meets the conditions of paragraph
(b) of this section.

(b) Specific conditions. (1) Before any
delegation, each MCO, PIHP, and
PAHP evaluates the prospective sub-
contractor’s ability to perform the ac-
tivities to be delegated.

(2) There is a written agreement
that—

(i) Specifies the activities and report
responsibilities delegated to the sub-
contractor; and

(ii) Provides for revoking delegation
or imposing other sanctions if the sub-
contractor’s performance is inad-
equate.

(3) The MCO, PIHP, or PAHP mon-
itors the subcontractor’s performance
on an ongoing basis and subjects it to
formal review according to a periodic
schedule established by the State, con-
sistent with industry standards or
State MCO laws and regulations.

(4) If any MCO, PIHP, or PAHP iden-
tifies deficiencies or areas for improve-
ment, the MCO, PIHP, or PAHP and
the subcontractor take corrective ac-
tion.

MEASUREMENT AND IMPROVEMENT
STANDARDS

§438.236 Practice guidelines.

(a) Basic rule: The State must ensure,
through its contracts, that each MCO
and, when applicable, each PIHP and
PAHP meets the requirements of this
section.

(b) Adoption of practice guidelines.
Each MCO and, when applicable, each
PIHP and PAHP adopts practice guide-
lines that meet the following require-
ments:

(1) Are based on valid and reliable
clinical evidence or a consensus of
health care professionals in the par-
ticular field.

(2) Consider the needs of the MCO’s,
PIHP’s, or PAHP’s enrollees.

(3) Are adopted in consultation with
contracting health care professionals.
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(4) Are reviewed and updated periodi-
cally as appropriate.

(c) Dissemination of guidelines. Each
MCO, PIHP, and PAHP disseminates
the guidelines to all affected providers
and, upon request, to enrollees and po-
tential enrollees.

(d) Application of guidelines. Decisions
for utilization management, enrollee
education, coverage of services, and
other areas to which the guidelines
apply are consistent with the guide-
lines.

§438.240 Quality assessment and per-
formance improvement program.

(a) General rules. (1) The State must
require, through its contracts, that
each MCO and PIHP have an ongoing
quality assessment and performance
improvement program for the services
it furnishes to its enrollees.

(2) CMS, in consultation with States
and other stakeholders, may specify
performance measures and topics for
performance improvement projects to
be required by States in their contracts
with MCOs and PIHPs.

(b) Basic elements of MCO and PIHP
quality assessment and performance im-
provement programs. At a minimum, the
State must require that each MCO and
PIHP comply with the following re-
quirements:

(1) Conduct performance improve-
ment projects as described in para-
graph (d) of this section. These projects
must be designed to achieve, through
ongoing measurements and interven-
tion, significant improvement, sus-
tained over time, in clinical care and
nonclinical care areas that are ex-
pected to have a favorable effect on
health outcomes and enrollee satisfac-
tion.

(2) Submit performance measurement
data as described in paragraph (c) of
this section.

(3) Have in effect mechanisms to de-
tect both underutilization and over-
utilization of services.

(4) Have in effect mechanisms to as-
sess the quality and appropriateness of
care furnished to enrollees with special
health care needs.

(c) Performance measurement.
ally each MCO and PIHP must—
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(1) Measure and report to the State
its performance, using standard meas-
ures required by the State including
those that incorporate the require-
ments of §438.204(c) and §438.240(a)(2);

(2) Submit to the State, data speci-
fied by the State, that enables the
State to measure the MCO’s or PIHP’s
performance; or

(3) Perform a combination of the ac-
tivities described in paragraphs (c)(1)
and (c)(2) of this section.

(d) Performance improvement projects.
(1) MCOs and PIHPs must have an on-
going program of performance im-
provement projects that focus on clin-
ical and nonclinical areas, and that in-
volve the following:

(i) Measurement of performance
using objective quality indicators.

(ii) Implementation of system inter-
ventions to achieve improvement in
quality.

(iii) Evaluation of the effectiveness
of the interventions.

(iv) Planning and initiation of activi-
ties for increasing or sustaining im-
provement.

(2) Each MCO and PIHP must report
the status and results of each project
to the State as requested, including
those that incorporate the require-
ments of §438.240(a)(2). Each perform-
ance improvement project must be
completed in a reasonable time period
s0 as to generally allow information on
the success of performance improve-
ment projects in the aggregate to
produce new information on quality of
care every year.

(e) Program review by the State. (1) The
State must review, at least annually,
the impact and effectiveness of each
MCO’s and PIHP’s quality assessment
and performance improvement pro-
gram. The review must include—

(i) The MCO’s and PIHP’s perform-
ance on the standard measures on
which it is required to report; and

(ii) The results of each MCO’s and
PIHP’s performance improvement
projects.

(2) The State may require that an
MCO or PIHP have in effect a process
for its own evaluation of the impact
and effectiveness of its quality assess-
ment and performance improvement
program.
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(a) General rule. The State must en-
sure, through its contracts, that each
MCO and PIHP maintains a health in-
formation system that collects, ana-
lyzes, integrates, and reports data and
can achieve the objectives of this sub-
part. The system must provide infor-
mation on areas including, but not lim-
ited to, utilization, grievances and ap-
peals, and disenrollments for other
than loss of Medicaid eligibility.

(b) Basic elements of a health informa-
tion system. The State must require, at
a minimum, that each MCO and PIHP
comply with the following:

(1) Collect data on enrollee and pro-
vider characteristics as specified by
the State, and on services furnished to
enrollees through an encounter data
system or other methods as may be
specified by the State.

(2) Ensure that data received from
providers is accurate and complete
by—

(i) Verifying the accuracy and timeli-
ness of reported data;

(ii) Screening the data for complete-
ness, logic, and consistency; and

(iii) Collecting service information in
standardized formats to the extent fea-
sible and appropriate.

(3) Make all collected data available
to the State and upon request to CMS,
as required in this subpart.

Health information systems.

Subpart E—External Quality
Review

SOURCE: 68 FR 3635, Jan. 24, 2003, unless
otherwise noted.

§438.310 Basis, scope, and applica-
bility.
(a) Statutory basis. This subpart is
based on sections 1932(c)(2),
1903(a)(3)(C)(ii), and 1902(a)(4) of the

Act.

(b) Scope. This subpart sets forth re-
quirements for annual external quality
reviews of each contracting managed
care organization (MCO) and prepaid
inpatient health plan (PIHP), includ-
ing—

(1) Criteria that States must use in
selecting entities to perform the re-
views;
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